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DETAILED ACTION 

Priority 

1. Applicant has not complied with one or more conditions for receiving the benefit of an 
earlier filing date under 35 U.S.C. 120 as follows: 

The second application (which is called a continuing application) must be an application 
for a patent for an invention which is also disclosed in the first application (the parent or 
provisional application); the disclosure of the invention in the parent application and in 
the continuing application must be sufficient to comply with the requirements of the first 
paragraph of 35 U.S.C. 112. See In re Ahlbrecht, 168 USPQ 293 (CCPA 1971). 
Since a copy of the parent application was not provided, there is no way top ascertain if 
the disclosures of the two applications are the same, thus entitling applicant to priority. 

2. Acknowledgment is made of applicant's claim for foreign priority based on an application 
filed in the United Kingdom on August 14, 1998. It is noted, however, that applicant has not 
filed a certified copy of the UK application as required by 35 U.S.C. 1 19(b). 

3. If applicant wishes to obtain the benefits of a foreign filing date under 35 U.S.C. 1 1 9(a)- 
(d), applicant should also file a claim for such priority as required by 35 U.S.C. 1 19(b). 

Information Disclosure Statement 

4. The reference, FR26 14899, was not considered, as it was not in the English language, and 
no statement of relevance was provided. 

5. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 



Application/Control Number: 09/658,302 Page 3 

Art Unit: 1641 

incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 

Specification 

6. This application does not contain an abstract of the disclosure as required by 37 
CFR 1.72(b). An abstract on a separate sheet is required. 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claims 10, 12, 14-16, 19-24, 27, and 29 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

9. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. Note the 
explanation given by the Board of Patent Appeals and Interferences in Ex parte Wu, 10 
USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is followed by 
"such as" and then narrow language. The Board stated that this can render a claim indefinite by 
raising a question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required feature of 
the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 (Bd. 
App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 USPQ 481 
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(Bd. App. 1949). In the present instance, claim 10 recites the broad recitation of a filter 
thickness of 200-1 OOOuM, and the claim also recites 400-800Um and 600uM ; which are the 
narrower statements of the range/limitation. 

10. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. Note the 
explanation given by the Board of Patent Appeals and Interferences in Ex parte Wu, 10 
USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is followed by 
"such as" and then narrow language. The Board stated that this can render a claim indefinite by 
raising a question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required feature of 
the claims. Note also, for example, the decisions of Ex parte Steigewald, 1 3 1 USPQ 74 (Bd. 
App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 USPQ 481 
(Bd. App. 1949). In the present instance, claim 12 recites the broad recitation of a retention size 
of 5-100uM, and the claim also recites 8-60uM and 10-40uM which are the narrower statements 
of the range/limitation, 

1 1. Claims 14 and 15 are rejected for the recitation of the term "capable". It is unclear if the 
reagents of claim 14 generate a signal or not, just as it is unclear if the antibodies of claim 15 
bind spermatozoa. 

12. Claim 16 is rejected for the recitation of "can be" for the same reason as applied to 
"capable" in claims 14 and 15. Applicant should also correct the spelling of "immobilised". 
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13. Claim 19 is rejected as vague and indefinite for the recitation of "capable" for reasons 
previously discussed. 

14. Applicant should correct the spelling of "labelled" in claims 21 and 22. 

15. Applicant should change the spelling of "recognise" in claims 23 and 24 to "recognize". 

16. Claim 27 recites the limitation "the calcium ionophore A24297" in line 12. There is 
insufficient antecedent basis for this limitation in the claim. 

17. Claim 29 is rejected as vague and indefinite for the recitation of "capable" for reasons 
discussed above. 

Claim Rejections - 35 USC §102 

1 8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 

basis for the rejections under this section made in this Office action: 
A person shal! be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

19. Claims 1-4, 6-10, 12-31, and 45 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Barratt (WO 99/66331). 

Barratt discloses an apparatus and method for separating motile spermatozoa from non- 
motile spermatozoa comprising a vessel having an inlet and outlet with a filter disposed 
therebetween. The filter, whoosh may be made of gel, foam, glass wool, or polypropylene, 
allows passage of motile sperm, but not the rest of the sample. The apparatus further comprises 
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a spermatozoa detection means on the outlet side of the filter, wherein the detection means is 
integral to the apparatus, but may be separable. The filter of the apparatus has a thickness of 25 
to 2500 uM, with a pore size of 5-100uM. The filter may be supported on either or both sides of 
the porous layer, by means of a plastic backing. The detection zone of the apparatus preferably 
comprises a combination of reagents, such as antibodies, which generate a visual signal on 
interaction with spermatozoa. The spermatozoa, when immobilized by the antibodies, can be 
detected using a detectable signal that binds to the spermatozoa. The apparatus of the invention 
may also comprise chemoattractant in the detection means. The invention of the reference 
further comprises a pick up zone comprising reagents, such as labeled antibodies, capable of 
binding spermatozoa and being transported to a detection area. The antibodies may be labeled 
with gold particles. The antibodies located in the detection area may recognize the same or 
different spermatozoa antigens compared to the antibodies located in the pick up zone. The 
detection means of the device may also comprise an acrososme lysing reagent and a means for 
detecting pH change. The acrosome-lysing reagent is preferably lysis buffer comprising 
proteinase K or A23187, and the pH detection means can be a pH indicator such as bromocresol 
purple or a pH sensitive probe. According to the reference, the device can also comprise a 
spermatozoa-liquefying reagent on the filter. The reference further includes means for supplying 
fluid to the opposing surface of the filter means, as simply putting a sample containing 
spermatozoa on one side of the filter meets this limitation, as the filtered sample must pass 
through the filter, which would place the opposing side of the filter in contact with a liquid. 
20. Claims 1,3-4,6, 12, 14-16, 19-22, 31, and 45 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Alvarez (WO 96/13225). Alvarez discloses assays, kits, and devices for 
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determining male fertility wherein motile sperm can be isolated from a sperm-containing sample, 
such as semen. According to the reference, a relatively dense sperm containing sample can be 
contacted with a less dense fluid layer, including a first fluid layer and a porous membrane, 
which is mounted on a liquid reservoir. The first fluid layer may include a reagent for liquefying 
the semen sample. The membrane allows motile sperm to [ass through while preventing flow of 
the sample. The membrane can be composed of any suitable biocompatible material, such as 
nitrocellulose or glass wool. The pore size may be around 5uM. After a certain amount of time, 
a sample of motile sperm is removed and introduced into a test tube holding test reagents 
comprising antibodies, which may be labeled with particles such as gold. A test strip containing 
antibodies is contacted with the solution, and then contacted with a peroxidase solution. The test 
strip changes color to indicate the presence of motile sperm. An inlet and outlet are inherent as 
they are simply interpreted as areas where the sample enters and exits the filter, respectively. 
21. Claims 1, 3-4, and 45 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Jeyendran (US Pat. 5,575,914). Jeyendran discloses a filter trap for removing spermatozoa of 
low viability and other extraneous material from a fluid and allowing high viability spermatozoa 
(motile) to flow through, where the motile spermatozoa can then be detected. The device of the 
reference comprises a conduit comprising silica glass wool as the filter material. The device has 
an inlet, and a filtered outlet, with the filter material disposed between the two (fig. 5). As the 
sample, fresh ejaculate can be used, as long as it is first allowed to fully liquefy. Since the 
sample is applied to a first surface of the filter means, it is inherent that the sample, upon passing 
through the filter, will also contact the opposing surface of the filter, thereby meeting the 
limitation of a means for supplying fluid to the opposing surface of the filter. 
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22. Claims 1 and 45 are rejected under 35 U.S.C. 102(e) as being anticipated by Zavos (US 
Pat. 5,976,389). Zavos discloses a method and device for semen filtration comprising admixing 
Sephadex beads in the column of a filtering device having opening at both ends with a media. 
The multilayer filter will allow the passage of motile spermatozoa, which can then be recovered. 
The semen for use with the device must first be liquefied. 

23. Claims 1, 3, and 12 are rejected under 35 U.S.C. 102(e) as being anticipated by Bar-Ami 
et al. (US Pat. 6,129,214). Bar Ami et al. disclose a sperm strainer system which filters motile 
sperm from a semen sample using a nucleopore membrane, which can be made of nylon, with a 
pore size of 5-8 microns. The sperm sample is placed on one side of the membrane, and the 
motile sperm migrate through the membrane, and leave the non-motile sperm and other 
extraneous materials behind. The nucleopore membrane has first and second opposing surfaces, 
both of which will be contacted with a liquid medium, as the sample portion containing the 
motile sperm will contact both surfaces as it flows through the filter. An inlet and filtered outlet 
means are inherent in the device of the reference. 

Claim Rejections - 35 USC §103 

24. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

25. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

26. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jayendran (US 
Pat. 5,575,914). 

Jayendran teaches a semen filtration device, as discussed above. However, the reference 
does not teach the use of an enzyme liquefaction reagent on the surface of the filter. 

It would have been prima facie obvious to one of ordinary skill in the art at the time of 
the invention to use a liquefaction reagent with the device of Jayendran. Since the device of the 
reference requires sperm liquefaction before filtration, placing a liquefaction reagent on the 
surface of the filter would save considerable time, as both functions could be carried out almost 
simultaneously with the same device. 

Conclusion 
Claims 1-4, 6-10, 12-31, and 45 are rejected. 

References: Benjamin et al., Ellington et al., Sanchez et al., Agarwal et al., Robertson et al., 
Bucalo, Bergman et al., Kricka et al., Deutsch, Wang, and Ericsson are cited as art of interest for 
teach various filtration and detection methods and devices. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kartic Padmanabhan whose telephone number is 703-305-0509. 
The examiner can normally be reached on M-F (8:30-5:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 703-305-3399. The fax phone numbers for the 
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organization where this application or proceeding is assigned are 703-308-4243 for regular 
communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 

Kartic Padmanabhan 
Patent Examiner 
Art Unit 1641 



... 



May 21, 2001 




LONG V.LI 
SUPSM80RY WTENT EXAMINER 
TECHNOLOGY CENTER 1600 




